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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
12/21/2006 has been entered. 

The amendments to the claims filed on 12/21/2006 have been acknowledged. 

Status of Claims 

Claims 1, 2, 4-8, 14, 15, and 19-21 are cancelled. Claims 3, 9-13, 16-18, and 22 
are pending. Claims 3, 16-18, and 22 are currently under examination. Claims 9-13 are 
withdrawn. 

Priority 

This application claims benefit of 60/448,883 filed on 02/24/2003, which claims 
foreign priority to CANADA 2,420,153 filed on 12/05/2002. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1,12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

Claims 3, 16-18 and 22 are rejected under 35 U.S.C. 112, second paragraph, as 

being indefinite for failing to particularly point out and distinctly claim the subject matter 

which applicant regards as the invention. 
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Claim 3 is indefinite because it is not certain what is more than 97% identity to 
any fragment of Cry31Aa2. Further, there is no SEQ ID NO for Cry31Aa2. 

Claim 17 is indefinite, because SEQ ID NO:15 is either Cry31Aa1 or Cry31Aa2. 
With the limitation in claim 3, which excludes positions 232 to 723 of SEQ ID NO: 18, it is 
concluded that SEQ ID NO:15 has to be Cry31Aa2, which is the SEQ ID NO:8. Thus, 
the claim is not further limiting. 

Claims 16, 18, and 22 are included in this rejection because they depend from 
independent claim 3 and do not cure the deficiencies of claim 3. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 

states- 
Claims 3, 16-18 and 22 are rejected under 35 U.S.C. 102(b) as being anticipated 

by Mizuki et al., Parasporin, a Human Leukemic Cell-recognizing Parasporal Protein of 

Bacillus thuringiensis, Clinical and Diagnostic Laboratory Immunology, July 2000, p. 

625-634. 

The instant invention claims different fragments of Cry31 Aa, Cry31 Aa1 and 
Cry31 Aa2 that have cytotoxic activity against human cancer cells. 

On page 33, paragraph [0087] of the specification, Applicants state that cytocidal 
activity of the Cry31Aa1 was due to the cleavage by proteinase K and trypsin (Mizuki et 
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al., 2000). Further, the specification states that the amino acids at positions 24, 37, 39, 
51, and so on, see paragraph [0087] can be replaced by any other amino acid without 
abrogating the cytoxicity of the protein that it constitutes against at least some cancer 
cells. 

Mizuki et al. teach that parasporin of Bacillus thuringiensis (CryAal) exhibited 
cytocidal activity only when degraded by proteases into smaller molecules, where 
trypsin and proteinase K activated parasporin, where the activated parasporin showed 
strong cytocidal activity against some human cancers. See Abstract. 

Figure 2 on page 627, shows profiles of native and protease treated parasporal 
inclusion proteins. 

Figure 3 on page 628, shows nucleotide sequence of the parasporin gene, 
Cry31Aa1 and the deduced amino acid sequence, where N-terminal and five internal 
amino acid sequences of a wild type 81kDa protein are underlined (where 81 kDa is the 
full length protein). 

On page 630, it is stated that upon treatment with proteinase K, the 81 -kDa 
protein was degraded into four proteins with molecular masses of 66, 58, 56, and 44 
kDA, see left column paragraphs; where without protease digestion, inclusion proteins 
showed no cytocidal toxicity. See page 630, right column, first paragraph. 

Further, on page 633, left column, third paragraph, it states that it appeared from 
the results of immunobloting and N-terminal sequencing that the 66 kDa and 57 kDa 
proteins are the partially forms of the 81 kDa protein. 
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Moreover, Figure 4 on page 629, shows comparison of the deduced amino acid 
sequences of the five regions in parasporin (Cry31Aa1) with those of the conserved 
blocks in B. thuringiensis endotoxin Cry proteins. See fragments showed as Blocks 1-5, 
as depicted in the Figure 4. 

Analogously, Figure 5 of the instant invention, depicts SEQ ID NO:8 that contains 
different fragments showed also as Blocks 1-5, that are identical with these taught on 
page 629, Figure 4 of Mizuki et al. 

Further, in the instant invention, SEQ ID NO:8 depicts trypsin activated 
Cry31Aa2. Therefore, any fragment of the CryAa protein being claimed in claim 3, 
would have to have more that 98% identity to biologically active fragments, where the 
biologically active fragments are not active unless clipped, as taught in Mizuki et al. 

Claims 16-18 and 22 are included in this rejection because they depend from 
rejected independent claim 3 and do not cure the deficiencies in claim 3, 

New Matter Rejection 

Claims 3, 16-18, and 22 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter, which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 

In claim 3, Applicants refer to an isolated Cry31Aa polypeptide fragment t hat 
comprises a sequence having at least 97% identity (an undefined fragment according to 
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examine!) with the Cry31 Aa2 polypeptide fragment where the polypeptide does not 
consist of the Cry31Aa1 amino acid sequence fragment as set forth at positions 232 to 
723 ofSEQIDNO:18. 

Examiner reviewed the specification for the support of claim 3, as currently 
amended, where different fragments of the polypeptides are claimed, and examiner did 
not find any support in the specification for the different fragments claimed in claim 3. 
Therefore, the amended claim 3 contains a new matter that is not supported in the 
specification as originally filed. 

Claims 16-18 and 22 are included in this rejection because they depend from 
rejected independent claim 3 and do not cure the deficiencies. 

Examiner's notes regarding art of interest : 

1 . 100% identity to the SEQ ID NO:8 is disclosed in Jung et al., "83-kDa crystal 
protein gene from a novel autoagglutinable, nonserotypeable strain of bacillus 
thuringensis," Submitted FEB 2002 to the EMBL/GenBank/DDBJ databases. 

2. 96.6% identity to the SEQ ID NO:8 is disclosed in Mizuki et al., "Parasporin, a 
human leukemic cell-recognizing parasporal protein of Bacillus thuringiensis," Clin. 
Diagn. Lab. Immunol. 7:625-634 (2000). 

Conclusion 

No claims are allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Agnes Rooke whose telephone number is 571-272- 
2055. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kathleen Kerr can be reached on 571-272-0931. The fax phone number for 
the organization where this application or proceeding is assigned is 571-272-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information about the PAIR system, see http://pair-direct.uspto.gov . Should you have 
any questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197. r 





KAREN COCHRANE CARLSON, PH.D 
PRIMARY EXAMINER 



